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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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DETAILED ACTION 

The amendment filed 4/29/2009 is acknowledged. 

Claims 32-34, 51, 78, 82-87, 89, 90, 93 and 94 are pending. Claims 32-34, drawn to non- 
elected inventions, are withdrawn from consideration. 

Claims 51, 78, 82-87, 89, 90, 93 and 94 are examined on the merits. 

Claim Rejections Withdrawn: 

Claim Rejections - 35 USC § 112-second paragraph 

The rejection of claims 5 1 and 94 under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention is withdrawn in view of the amendment to the claims. 

Claim Rejections - 35 USC § 112-first paragraph 

The rejection of claims 78-80, 82-95 under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for methods where the expression product that is detected is 
an mRNA having a sequence of SEQ ID NO: 777, does not reasonably provide enablement for 
methods where the expression product that is detected is an mRNA having a sequence at least 
98% identical to SEQ ID NO: 777, 95% identical to SEQ ID NO: 777, or is greater than about 
75% in overall homology to SEQ ID NO: 777 is withdrawn upon further consideration. 
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The rejection of claims 78-81, 82-92, 94 and 95 under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the written description requirement is withdrawn upon further 
consideration. 

The rejection of claims 83-93 under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement is withdrawn upon further consideration. 

Claim Rejections - 35 USC §102 

The rejection of claims 83-87 and 91-93 under 35 U.S.C. 102(e) as being anticipated by 
Venter (US 6,821,339; issued Nov. 2, 2004; effective filing date is Oct. 20, 2000) is withdrawn 
upon further consideration. 

Claim Rejections Maintained: 

Claim Rejections - 35 USC § 112-first paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 51, 78, 82-87, 89, 90, 93 and 94 remain rejected under 35 U.S.C. 1 12, first 
paragraph, as failing to comply with the enablement requirement. The claim(s) contains subject 
matter that was not described in the specification in such a way as to enable one skilled in the art 
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to which it pertains, or with which it is most nearly connected, to make and/or use the invention. 
The specification does not reasonably provide enablement for methods of diagnosing any and all 
cancers, or diagnosing colon, breast or prostate cancer, comprising the active steps of differential 
detection of expression of a gene which expresses a nucleic acid comprising SEQ ID NO: 777; 
comprising comparing a level of myosin I mRNA comprising SEQ ID NO: 777 in a patient 
sample, comprising colon, breast or prostate tissue; comprising detecting evidence of differential 
expression of myosin I gene which expresses a nucleic acid comprising SEQ ID NO: 777 in a 
patient sample; or diagnosing colon, breast or prostate cancer in a patient comprising detecting 
the amount of a duplex formed between a polynucleotide that hybridizes under conditions recited 
in claim 94 to a nucleotide sequence comprising SEQ ID NO: 777, when contacted with nucleic 
acids of a patient colon, breast or prostate sample. 

Applicants' arguments have been considered, but fail to persuade. 

Applicants state that enablement does not require absolute predictability, but that the 
person of ordinary skill in the art be able to practice the invention without undue 
experimentation. Applicants discuss the factors set forth in In re Wands, at 737 & 738 (In re 
Wands, 858 F.2d 731 (Fed. Cir. 1988). Applicants point to prophetic teachings in the 
specification. The passages of the specification characterized as prophetic are those which 
describe future experiments that might be used to establish that detection of myosin I gene 
products as they relate to a polynucleotide comprising the nucleotide sequence of SEQ ID NO: 
777 will allow one of ordinary skill in the art to diagnose any and all cancers, or diagnose colon, 
breast or prostate cancer. Applicants state that the methods for detection of expression levels of 
gene products are known in the art and would not lead to undue experimentation. However, the 
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rejection is based on the fact that the specification fails to demonstrate a link between myosin I 
gene expression levels, either protein or mRNA expression, and any type of cancer. 
Furthermore, a search of the prior art or post filing date art does not reveal any association 
between mysoin I gene expression and a diagnosis of cancer. A search of SEQ ID NO: 777 
against prior art databases shows that this polynucleotide encodes a protein referred to as 
myosin-IC (see alignment below for first 20 amino acids of myosin-IC, truncated for 
convenience). Included to complete the record, is Barylko (Barylko, B., et al, Acta Biochimic 
Polonica, 52(2): 373-380, 2005) which is a review of myosin 1C, which contains no mention of 
any association between myosin 1C expression and cancer of any type. 

S53601 

myosin-IC [similarity] - human 
C;Species: Homo sapiens (man) 

C;Date: 28-Oct-1996 #sequence_revision 13-Mar-1997 #text_change 09-Jul-2004 
C;Accession: S53601; 161690 

R;Bement, W.M.; Wirth, J. A.; Mooseker, M.S. 
J. Mol. Biol. 243, 356-363, 1994 

A;Title: Cloning and mRNA expression of human unconventional myosin-IC. A homologue of amoeboid 

myosins-I with a single IQ motif and an SH3 domain. 

A;Reference number: S53601; MUID : 95018277 ; PMID:7932763 

A;Accession: S53601 

A; Status: preliminary 

A; Molecule type: mRNA 

A;Residues: 1-1109 <BEM> 

A; Cross-references : UNIPROT : Q12 965 ; UNIPARC : UPI000012FACA; EMBL : U143 91 ; NID : g557467 ; 
PIDN:AAA62667.1; PID:g557468 

A;Note: the authors translated the codon ATT for residue 985 as Asn 
R;Bement, W.M.; Hasson, T . ; Wirth, J. A.; Cheney, R.E.; Mooseker, M.S. 
Proc. Natl. Acad. Sci . U.S.A. 91, 6549-6553, 1994 

A;Title: Identification and overlapping expression of multiple unconventional myosin genes in 
vertebrate cell types . 

A;Reference number: A55758 ; MUID : 94294418 ; PMID:8022818 
A;Accession: 161690 

A; Status: preliminary; translated from GB/EMBL/DDBJ 
A; Molecule type: mRNA 
A;Residues: 107-196 <RES> 

A; Cross-references : UNIPARC : UPI 000006FEF6 ; GB:L29139; NID:g457247 ; PIDN : AAA2 0 9 02 . 1 ; PID:g531132 

C;Superfamily: protozoan myosin heavy chain IB; myosin motor domain homology; SH3 homology 

C; Keywords: nucleotide binding; P-loop 

F;22-679/Domain: myosin motor domain homology <MMOT> 

F;112-119/Region: nucleotide-binding motif A (P-loop) 

F;1059-1106/Domain: SH3 homology <SH3> 

Alignment Scores: 

Pred. No.: 0 Length: 1109 

Score: 5758.50 Matches: 1103 

Percent Similarity: 99.5% Conservative: 0 

Best Local Similarity: 99.5% Mismatches: 5 

Query Match: 68.6% Indels : 1 

DB : 2 Gaps : 1 

US-10-539-228-777 (1-4668) x S53601 (1-1109) 



3 73 ATGGGAAGCAAAGGTGTCTACCAGTACCACTGGCAAAGCCACAATGTCAAGCACAGTGGT 4 32 
I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I 
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Db 1 MetGlySerLysGlyValTyrGlnTyrHisTrpGlnSerHisAsnValLysHisSerGly 2 0 

Applicants appear to base their contention that the claimed methods of diagnosing cancer are 
enabled because the technique of provirus tagging has identified a polynucleotide comprising the 
nucleotide sequence of SEQ ID NO: 777 as an oncogene. However, Berns (Berns, A., Arch. 
Virol, 102: 1-18, 1988) teaches that provirus tagging can uncover gene that contribute to any 
stage of the tumorigenic process, such as initiation for example (see page 3). Thus, by the time 
patients have an established tumor, any difference in expression level of a gene identified as a 
putative oncogene may be gone. Therefore, applicants have not provided a convincing argument 
that the specification provides one of ordinary skill in the art with a reasonable expectation of 
success in using the detection of myosin I gene expression for the diagnosis of any and all 
cancers. 

Conclusion 

No claim is allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
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the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Anne Holleran, whose telephone number is (571) 272-0833. The 
examiner can normally be reached on Monday through Friday from 9:30 am to 5:00 pm. If 
attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Larry 
Helms, can be reached on (571) 272-0832. Any inquiry of a general nature or relating to the 
status of this application or proceeding should be directed to the Group receptionist whose 
telephone number is (571) 272-1600. 

Papers related to this application may be submitted to Group 1600 by facsimile 
transmission. The faxing of such papers must conform to the notice published in the Official 
Gazette, 1096 OG 30 (November 15, 1989). The Official Fax number for Group 1600 is (571) 
273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
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system, see http ://pair-direct.uspto . gov . Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll free). 

Anne L. Holleran 
Patent Examiner 
September 14, 2009 



/Alana M. Harris, Ph.D./ 
Primary Examiner, Art Unit 1643 



